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UNCLAS STATE 020386 

E.O. 1 1652: N/A 

TAGS: ETRD, EIND, TBIO, CS 

SUBJECT: RECALL OF INCORRECTLY MANUFACTURED AND INCORRECTLY 

LABELED MEDICAL DEVICE 

REE: STATE 4097, MILAN 150 (NOTAL) 

1 . AMES COMPANY HAS BROUGHT TO HEW/FDA AND DEPT'S 
ATTENTION THAT THERE MAY HAVE BEEN MISINTERPRETATION IN 
EMBASSY'S CONTACT WITH MARKET MANAGER REQUESTED IN REFTEL 
PERHAPS IMPLYING MORE STRINGENT FDA MEASURES MIGHT BE 
APPLIED. 

2. WE BELIEVE USAGE OE TERM "RECALL" AS APPLIED IN FDA 
REGULATORY PARLANCE MAY LEAD TO MISINTERPRETATION AS IN 
THIS AND SEVERAL OTHER INSTANCES, SINCE IT COVERS VARIOUS 
FORMS OF FDA REQUIRED CORRECTIVE ACTION ON THE PART OF 
MANUFACTURERS RANGING FROM PHYSICAL WITHDRAWL OF THE 
PRODUCT FROM THE MARKET PLACE TO MODIFICATIONS THAT CAN 
BE MADE IN THE FIELD. SEPTEL TO POSTS WILL ADDRESS THIS 
PROBLEM AND WE INTEND TO MODIFY SUBSEQUENT "RECALL" 

MESSAGES ACCORDINGLY. 
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3. SUGGEST EMBASSY CONTACT MARKET MANAGER IN SAN JOSE 
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AGAIN TO ASSURE HIM THAT QUERY EOR EDA HAS BEEN SOLELY 
EOR PURPOSE OE VERIFICATION THAT ULTIMATE RECIPIENTS OF 
MEDICAL DEVICE HAVE BEEN NOTIFIED OE CORRECTIVE ("RECALL") 

ACTION. MARKET MANAGER SHOULD BE AWARE OE DETAILS 
CONCERNING LEVEL OE "RECALL" AND/OR CORRECTIVE ACTIONS 
REQUIRED. 

4. WE APPRECIATE EMBASSY'S EFEORTS TO ASSIST FDA IN 
MEETING LATTER'S RESPONSIBILITIES EOR SAFE AND EEFECTIVE 
U.S. MEDICAL PRODUCTS. 
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